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University Hospitals " 


To Ohio Department of Health, Attn: Wanda Iacovetta _ Fax 

Phone 

University Hospitals Fertility Center 
University Hospitals Ahuja Medical Center 
Kathy Risman Pavilion 
1000 Auburn Drive, Suite 310 
Beachwood, OH 44122 
Phone: 216-285-5028 

Fax Fax: 216-201-5390 

216-201-5390 

Date 

April 10,2018 _ 

re 

cc 


Pages 

_n_ 

Message 

RE: UH Cleveland Medical Center, CCN: 360137, Survey: March 14, 2018, Plan of Correction 


Fax 614-564-2416 


From 

Phone UH Cleveland Medical Center 


The information accompanying this transmission is strictly confidential and is intended for the use of the addressee only. University 
Hospitals disclaims any responsibility for the unauthorized disclosure of this information to individuals or parties other than the 
addressee. This information has been disclosed to you from records whose confidentiality is protected by Federal and Ohio law, 
including HIPAA, Federal Regulation (42 CFR Part 2), and Ohio Revised Code sections 5122.31 and 3701.243 which prohibit you from 
making any further disclosure of it without the specific written consent of the person to whom it pertains, or as otherwise permitted by 
such laws. A general authorization for the release of medical or other information, including HIV/AIDS-related information, is not 
sufficient for this purpose. If you received this information in error, please notify the sender immediately by e-mail, fax or telephone, or 
call Information Services at 216-844-3327 to arrange for return of the original documents as soon as possible. In addition, if you are 
not the intended recipient, any dissemination, distribution or duplication of this transmission is strictly prohibited. 
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University Hospitals 

Cleveland Medical Center 


University Hospitals Fertility Center 

Kathleen J. Sanniti 
Director 

1000 Auburn Drive 
Kathy Risman Pavilion, Suite 310 
Beachwood, OH 44122 
(216) 844-1335 


April 10, 2018 


(Via email: ChicaeoNLTCPOC@CMS.hhs.gov) 

Centers for Medicare and Medicaid Services 

Non-Long-Term Care Certification and Enforcement Branch 

233 North Michigan Ave., Suite 600 

Chicago, Illinois 60601 

Attention: Pam Para, Nurse Consultant 

(Via Fax: (614) 564-2416) 

Ohio Department of Health 

Office of Health Assurance and Licensing 

Bureau of Survey and Certification 

245 North High Street, 4 th Floor 

Columbus, Ohio 43215 

Attention: Wanda lacovetta 

Re: UH Cleveland Medical Center 

CCN: 360137 
Survey: March 14. 2018 
Plan of Correction 


Dear Ms. Para and Ms. lacovetta: 


Enclosed please find the UH Cleveland Medical Center’s plan of correction (POC) related to 
the above referenced survey. If you have any questions regarding the attached plan of 
correction, please contact me at (216) 844-1335 or Kathleen.Sanniti@UHhospitals.org . 


Sincerely, 



Kathleen J. Sanniti 
Director 

University Hospitals Fertility Center 


Enel. 


cc: 


James Liu, MD, Medical Director 
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A 000 


A 700 


INITIAL COMMENTS 

Substantial Allegation suivey CHOOC956SS 

An enhance conference was conducted with 
administrative staff cn 03/12/18 at 9:43 AM, and 
an exifecnf6rer.ee alas completed with the 
administrative staff cn 02,'14/18 at 1145 AM. 

The fc,lowing deficiencies are basal upon fte 
substantial allegation suivey QH0C09SSS9 
completed on C3/14/16 Ul I Cleveland Medical 
Canter is not In compliance.witMne requirements 
42 CFR Part 482 lor Acute Care H ospital and tire 
.Ictowlrg deficiencies are cited. 

PHYSICAL ENVIRONMENT 
C.FR[5): 482.41 

Ttte hospital musl be constructed. arranged. nr.d 
maintained to ensure the safety cl the patient, 
and to provide facilities for diagnosis and 
treatment and for special hospital services 
appropriate to the needs cf the community 

This CONO TION Is rot met as evidenced by. 
Based cl) staiT interviews observations and 
record reviews, if was determined the facility 
fatted to ensure one liquid ndrogen storage 
container LN2TanK [Container 411 used for egg 
and ernbiyo storage was inspected and 
mai'ilained [A0724) This affected 930 pefienls 
and Involved a sum tolal of'2,761 eggs a nd 
embr/cs. 

TAClLTnCS, surpucs, cqu pmcnt 

maintenance 

CFR(S): 482.41(0(2) 

Facilities, supplies, and equipment must be 
maintained to ensure an acceptable level of 


a coo 


April 10, 
2018 


A 700 
A 70D1A 724 

1 

Facility Position: This Plan of Correction is 
being submitted in accordance with a 
applicable law. The reviewer of this citation 
should note the following: UH Cleveland 
i Medical Center is committed to providing 
i quality services and has policies and 
procedures in place designed to ensure that its 
equipment is maintained to ensure acceptable 
levels of safety and quality. We immediately 
commenced to take actions upon learning of 
the problem with otir fertility center. A very 
significant amount of activity took place from 
March 4,2018 to the present. However, please 
accept April 10,2018 as the date upon which 
all of these steps had been finalized and 
completed. 


April 10, 
2018 


April 10, 
2018 



LABORATORY DIRECTOR'S CU raCYiDER/SUrPLER REPBE6EtmTlvE 1 S.S:Dr«'.«E 


TILE. 

Kathleen ]. Sanniti, Director 
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Continued From page. “ 


safe*/and quality. 

This STANDARD is not met as evidenced by 

Baqed on glqtf mtdivie-ws observations and 
1 record reviews, me facility failed ~o ensure ens 
liquid nitrogen storage container LN2 Tank 
(Container #1) used foregg andembryo storage 
was inspected and maintained This affected S2C 
patients and involved a sum total of 2.751 eggs 
| and embryos. 


j Findings Include' 

! 

1. Observation of the fertillty clinic with Staff A on 
C3/12/18 betvveen-3;S8 PM and 4:32 PM revealed 
a liquid nitrogen storage container {Container #2) 
in the invitro laboratory area {Cryo room) which 
was being used to store.eggs and - embryos. Staff 
A stated inis was a loaner ta rile which was pm Into 
use after the other liquid nitrogen slorage 
j. container (Container #1J malfunctioned.on 
£3/03/1 Gand wa s discovered.on 0.3/04/13. 

' Container #1 was/cbseivec beside Container #2 
□nd was no* currently In. use to store eggs and 
embryos. Staff A aiso identified an additional 
smaller liquid nitrogen storage container 
(Container #3) that was in use to hold eggs and 

embiycswhich had net been transferred two the 
larger storage tank. Staff A stated alter the 
storage container (Container #1) rnalfuncttcned 
i all the eggs and embryos were moved from 
Container#i and placed into the loaner container 
t Container #2), 


Containers #1.#2j the aqdioicgy contains (for: 
sperm storage) ar.d the holding container were all 
observed with an electronic alarm device on the 
outside cf The containers: 


A?24| A70 ° 

| A 724 (cont.) 

i There were a number of statements in this 
| Statement of Deficiencies that could benefit 
| from additional clarity. In the interest of 
\ brevity, we are limiting such clarifications to 
! the following: 

I 1. Container #1 had both a local alarm and a 
j remote alarm {the remote alarm had been 
turned off al the lime of the March 4 
incident). These two separate alarms were set 
with different parameters, and thus at times \ 
an alarm condition for one alarm would not j 
be an alarm condition for the other alarm. 

The January' 2018 local alarm may not have 
triggered the remote alarm. 

| 

2. Through January 2018, Staff C was 

receiving communications indicating the j 

remote notification system was working. j 

? 

i 

3. While the temperature of Container #1 is | 
documented once per day, the temperature of : 
Container #1 was monitored constantly by ; 
two temperature sensors in the container. j 

j. 

4. The first high temperature local alarm did ] 
not activate until 5:06 p.in. on March 3,2018 j 
at minus 156 degrees Celsius. 


j S taff Astated storggo Containers ard #2 werg | _j_ 

F^ftM CM^'Sfl7{iH-30) Fftwlaiii V,irctynt Qt&alata tvstti :u EQT $1" h ip OH 705 
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A "241 continued From .page .2- 

| each equipped with t'.yo sensors (ore piacsd 
| higher and one placed tower) inside the container 
\ which mprMtored temperatures msideihe unit 
j Staff Astatecf In.the event the alarm tripped, an 
i audible alarm would sound ori the conlainerard 
j 11 te alarm would also Lw electronically submitted 
! fn a remote mentoring company Irr an offsite 
| location, and the monitoring company would then 
I notify the designated facility .contact parson via a 
! robocall cr email of Ihe triggered alarm. 


A724 


A 700 

A 724 (cont.) 


| 

| 


5. While the manufacturer of Container #1 
provided recommended maintenance, there 
were no recommendations regarding the 
frequency of such maintenance. Following 
March 4, 2018, when asked to provide 
recommended frequencies, the manufacturer 
declined to do so. 


j Staff A confirmed Ihe liquid, nitrogen revel should 
be between 10-23 Inches Inside the storage 
containers maintain proper internal temperature 
and the local and remote alarms would sound it 
the .temperature rose greater than -160 degrees 
Celsius (C.). 

2. On 03(13/18 between 4 37 PM. and 5 33 PM. 
an Interview Was conducted with Staff C 
regardingth* malfunotianlngiiqud htregen 
storage container (Hi). Staff C stated the 
container .nad been used to store cogs and 
embryos until after a temperature malfunction 
occurred inside the containerand the maiiualflS 
technique continued to be practiced until this 
same container malfuncucnad due to Increased 
internal temperatures on C3/03/18 and 03/04/18. 

J Staff C staled Jr. January.2013 he/she was 
j physically present In the facility whsnlhe local 
j alarm sounded cnCqr>tainer#1. The alarm was 
.1 oueto a malfunctioning.autofI'll sensor for the 
; rmiugeu lavuf inside tue curluinei- siarrC stared 
the mafiufacfnrerv/as notified anti staff were 
mstructeo to manually till the container with liquid 
i clirogan due lo the malfunctioning sensor. 

j 

I staff C stated he/she was not notified of the 


j Plan of Correction: 

j 1. Container 41 was permanently removed 
j from service on March 4,2018. 

j 2. All eggs and embryos were removed from 
| Container#! on March 4, 2018 and placed in 
i Container #2. 

! 

j 3. All liquid nitrogen storage tanks now have a 
i remote alarm notification system with an 
j identified 3-liered chain of persons receiving 
| notification, totaling 5 people. 

| 4. We have implemented a new policy and 
| procedure to perform the checks and 
| preventative maintenance in accordance with 
i manufacturer’s recommendations. While the 
i manufacturer does not specify frequency, the 
j policy and procedure we have implemented 
i contains required frequencies for each 
j maintenance step and test. Such maintenance 
• and testing is documented as it occurs. Lab 
I staff have been in-serviced on this policy and 
j procedure by the lab director. 


FCjfcM C.W£v2!W7{tii59) Pwld'H V.vcfaru, Ofct:Wa 
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electronically,submitted alarm By the remote 

outside sstvice company fonhe malfuncliqn of 

Containere'’3 autefill sensor in January 201S. or 
when the temperatures increased to an 
cnacceptehle level Inside Container #1 on 
C3/03/18; Staff C denied being present in life 
facility, when the malfcnction occurred inside 
Ccntalneiffl ir, March 2018. Staff C stated 
he/she should have .trden notified for these hvo 
.events due to being the only designated contact 
person far those alarms. 

Staff e denied any of ine facility staff had 
| contacted ihe cuts.de remote monitoring 
! company toquestion why the designated contact 
i person did not receive the alarm in January 2018. 
j There was no documented evidence provided by 
j.hospital staff of investigation asio Why the 
i designated contact person failed Ic receive 
j notification of the.automatic alarm In January 
2018 when the autofill sensor alarm failed, arid 
prior to tiie maitunciion bf the container rested to 
increased temperatures inside the tanKon 
C3/03/18. 

Staff C slated on 03/04/18 he/she was not 
present in the facility when Stall E arrived and 
discovered a high unacceptable temperature or 
-3 7 degrees Celsius on the outside display panel 
j of Container #1, which revealed the internal tanh 
temperature Staff Gelated acceptable 
temperature inside the liquid nitrogen container 
should have remained between -163 degree 
Celsius Pi.) and -190 degrees Celsius, Stair C 
stated -143 C. is considered a safe temperature 
but -1.50 C ana below is.the desired temperature. 
Stall C stated "if alarm sounds apd somebody 
responds. I would say they would have a couple 
hours lo respond and the upper alarm fells the 
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A ?24i A 700 

] A 724 (cont.) 


5. We have purchased 4 new liquid nitrogen 
tanks for egg and embryo storage. All 4 
tanks are operational and are being 
monitored and maintained in accordance 
with the new policy noted above. Lab staff 
have been in-serviced on the use of these new 
tanks by the lab director. 

6. We have implemented a new policy and 
procedure specific to our new remote 
monitoring technology. Lab staff were in - 

j serviced on this new remote monitoring 
j technology on March 22,2018. 

7. Embryology laboratory staff were 
inserviced on the chain of command on 
March 16, 2018. 

8. The Lab Director or designee will conduct 
weekly audits of compliance with both 
policies described above for four weeks, and 
then monthly. 

9. The MacDonald Quality Council will be 
receiving the results of these audits and 
taking any necessary action. 


F3RM CMS-es&? (02-39) Rwlaus vraian&Qbfcstotft 
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levels have exceeded temperatures 


A 724 


Stall C stated fre/she v/as contorted on 03'34/lf3 
by Staff F and Staff B oi line unacceptable 
temperature Staff C confirmed he/she again did 
rot receive notrficatibn frcm the remote outside 
monitoring company of the alarm and stated 
re/sne should have bsen.notitied of the alarm 
due to being the sole designated contact person; 

Staff C stated the remote alarms forth* liquid 

nitrogen containers were tested fast Marcnor 
; April 2017; however, as of C3/14/1$ the facility 
I fa lied to provide documented evidence of this 
i lest 


Staff C stated he/she was onsite nine days a j 

month and in other states the. rest of the month. 

I 

3. On 03/12/16 at 1:53 PM, Stafl L confirmed ! 

afterihe malfunction on 03/03/1,8. the facility si af? 
oontaotedtne out$;de remote monitoring 
company to Investigate why the designated 

.contact person was not notified about the j 

unacceptable 1 high temperature level inside j 

Container #1 on 03/03(10. Staff L stated the ] 

alarm was received by the remote mor.ttorlng 
company, however, the alarm was hot transmitted 
tc the facility's scle designated contact person 

. . . . I i 

4 Oh b3/13/1S between 1140 PMand12-1C PM 
an interview was conducted with Stall E, who. 

dlEccvereO the tocai audible alarm and increased j 

unacceptable temperature insioe the nit/ogen j 

storage Container SI the morning of 33/04/18 ■ 

Staff E stated the following: He/sne-waa the first. 

person to arrive on 03/03/13 and 03/04/18. j 

He/sne arrivedtc-the fertility lab.on 03/84/13 _ I _[ 
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Continued From page 5 

around 7.12 Afvl want into Die Ciyo room (Used 
to house Container 81/ at approximately 7:20 AM 
and oBsen/ed an, audible (ocfti alarm sounding cn 
Container Si and an Internal temperature reading 
ot -32 degrees e. .Staff E shut oft the audible' 
alarm and notified Staff F by' phone of the alarm 
and increased temperature Stott B (physician) 
was informed as he/she was onsite who then, 
notified Stati c (designated contact person) by 
phone. Staff E stated On the previous day cn 
C3/03/18. he/she went Into the Cryo room arid 
observed the temperature pna r to leaving around 
1;20 PM. and stated the temperature reading was 
appropriate and denied hea ring an audible alarm. 

Review of the temperature logs reveaied two 
internal temperature sensors (Sensor A and 
Sensor B). The temperature began rising Inside 
Container iff 0(103(03/13 beginning atZCC PM 
The Internal temperature rose to -32 degrees C 
on Sensor A and -34 degrees. G nn Sensor B. 

The Internal undesired elevated temperature rise 
continued until 03/04/18 at 3:00 PM at which lime 
Sensors A and B were -185 degrees Celsius. The 
liquid nitrogen level inside the conlainerv/as 13 
inches at 2 00 PM dr. 03/03/18 when Sensor B 
was at -160 degrees G. The level dropped to i 
inch on 03/04/18 at2:Q0 PYl when trie 
temperature insjde Ihe tank v/as -10C degrees C. 
cn both Sensors A.and B, Staff E confirmed prior 
1c the malfunction of Container jil on C3/D3/1S 
and 03/D4/18. the temperature readings were only, 
recorded upon arrival to the facility in the morning 
ana uH not list a time otitic recutdliigs. 

g. On 03/13*18 between 12111 PM and 12:54 PM 
j staff F stated Staff E sant a text picture 1o Staff F 
1 on O3/C4/10 after f',30- AM.iSlaff F slated the text 
picture was a temperature reading of -37 degrees 
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Continued From page 6 

C. on the. digital control screen on top of 

Container SI.. St?ff F stated te/she arrived ei 

?-57 AM and confirmed ths temperature;reaping 
on the digrta! gangs was tee high. Staff F s;atec 
staff were trained to check an automatic digital 
screen on tlie outside cf the nitrogen storage 
container which contained Information for the 
temperature ana liquid nitrogenKN level inside the 
storage container, Staff F also stated staff were to, 
inspect the insl.de of the container for vapoiB by 
epening ihe lep of the container. Sleff F stated 
after receiving the text picture from.Staff El en 
C3/04/18. upon arr.ve! onlhotsome date, there 
were no vapors present when the Containers 
was opened for Inspection. Staff F slated the 
presence of vapors, would indicate the presence 
cf liquid nitrogen inside the storage container. 
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j 6. On 03/13/16 a review ;wss oonductsci of the 
! manufacturer'slor use manual (Container 1|. 

This manual contained the following: 

"Prepare a contact us:. Have at least 3 people on 
your contact list with Home, Cell and Pager 
Number. Review the list regular,y for accuracy 
and changes." 

"Recommended Best Practices. Secondary or 
backup alarm, it is strongV recommended to 
have,at a minimum, an independenl temperature 
alarm for each 1.N2 freezer." 


i "Keep a daily tog. Track temperatures daily. 

I Record 1111 Intervals arid-amount of LN2 Tilled Into 
vessel (manual or pour-fill freezer cr delvarj. 

This inlormatior. should be documented daily and 
reviewed monthly id foresee and prevent future 
problems such as temperature fluctuations and 

I varying liquid levels/'_j __ 

Fbsm cMs. 3 se»WM«»i*»iiwtv<ttr«» ctt»w tiirjiu:saTSi- McttwownttS I cortiriorknafeit Ppgd T49 
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"Remote Alarm Connection to your Delia Room, 
raoBrty Monitoring Station or Remote Antb Dialer 
Q. Why should use my remote alarm feature or 
connection? 

A. If an alarm occurs after hours, dii a weekend 
cr holiday the remote alarm connection vVlit alert 
you to a proSlem and let you address it quickly," 

j "Check unit dally 10 ensure proper operation and 
safety of the stored samples. For the V series 
units (type used infsoltr/), It Is essential to lift the 
llo each day and check for vapor and signs of 
proper freezing." 
i 

| "Cleaning and Maintenance System Check 
1. Teat all alarm functions tor proper operation 
] 2 , Check any connected Remcte Alatms or 
i Automatic Dialing systems loensure. proper 
j. operation, See page ZG (of manual) for detailed 
instructions on how ic manually cause a H GH 
ALARM or LOW ALARM to test the remote alarm 
contacts. 

3. Check fqr leaks at all connection points of the 
liquid nitrogen lines. 

4. Ee sure that all electrical wires are frae of 
damage anq plugs are hrrrily In. place." 

Until the malfunction of Container #1 was 
discovered on 03/04/18 by staff physically present 
in the raom. lhe monitoring logs failed In indicate 
lire amount of liquid in me storage tanKorlhe 
presence/afcsencs.Df vapors. Staff began logging 
eUseivaticn of vapors and liquid .nitrogen levels 
on M/CG/IS. 

There was na documsntad evidence of cleaning 
cr inspection of Container f»1 which included 
calibrating and testing of HIGH and LOW alarms, 
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checking for teaks at at: cojilieclten points of 

Jlquto nitrogen lines, orof She electrical vviresle 

ensure tney remained free nf damage and plugs 

were firmly m place. 
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it wascontirmedthrough staff interviews (Staff A, 
B, C., and H) prior Is O3/D3/10, there was only one 
soie designated contact person tc receive 
notification of the remote electronic 6«slta sianr 
in ihe.event of liquid nitroge n storage lank 
malfunction instead of three contacts 
recommended by the manufacture Fs instructions. 

7. Dtelna an Interview with Staff H on 03/14/18 at 
10-51 AM, Staff H verified thttie was no policy for 
notification of a designated person In relation to 
remote alatma for equipment (including nitrogen 
tank storage containers) Start H stated the 
auto/ill issue on Container#! was unorarcund 
C2/D1/18 and confirmed the sole designate 
contact person (Staff C) did not receive. 

1 notification of the remote alarm. 


3. On 05/14/18 between8 45 AM and 915AM, 
Start D, h j, and L wece made aWaie of the 
aforementioned concernsand no further 
information was provided at that time. 
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